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Office Action Summary 



The MAILING DATE of this communication appears on the cover sheet W ith the correspondence address - 

3 MONTH(S) FROM 



TEEMED STATUTORY PER.OD FOR REPLY (S SET TO EXP.RE 

^^r^ - — — ■"■ — 



mailing data °f ** communication. iini hm a tbdIv within the statutory minsnum of thirty (30) days will bo considered timely. 

- « the period fo, reply specified above is leas than th,rty |30>, ' ™ wi „ ^ slx (6) MONTHS from the mailing data of th,s commumcafon. 
. If NO period for reply is specified above, the maxima ™«°r^jf™*^W^L to become ABANDONED (35 U.S.C. i 133). 

- Fai.ure to rephy wrthin the set or extended penod for repry _w by *atuK '-^J^^^ even , tim ery filed, may reduce any 



" earned patent term adjustment. See 37 CFR 1 .704(b). 

St *S Responsive to communication(s) filed on 1V1V01 1/14/02, and 5/15/02 

28) □ This action is FINAL. 2b)K This action is non-final. 

3,D Since this application is in condition for allowance except ^^ m ^ { !^^ 2 T *" ^ " 
closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 o.b. w 

Disposition of Claims 



4) 63 n«'m(Q) 44-47. 49-51. 53-55, 58, 60 , and 61 

4a) Of the above, claim(s) 

5) D Claim(s)_ 



B)B3 Hpi"W 49 - 51 < 53 ' 55 ' 58 < 60 ' and61 

7) D Claim (s) 

8) □ Claims . 



is/are pending in the application. 

is/are withdrawn from consideration. 

is/are allowed. 

is/are rejected. 

is/are objected to. 



are subject to restriction and/or election requirement. 



Application Papers 

9)D The specification is objected to by the Examiner, 
n xu „ - ^ f iipH on is/are a) □ accepted or b)D objected to by the Examiner. 

10)D The drawingts) filed on . IWfllo< " 

Applicant may not request that any objection to the drawing(s) be held ^abeyance. See ^CTO 1 J«-J. 



1 !)□ The proposed drawing correction filed on 



is: a)D approved b)D disapproved by the Examiner 



If approved, corrected drawings are required in reply to this Off ice action. 

1 2) 0 The oath or declaration is objected to by the Examiner. 

Priority under 35 U.S.C. §§119 and 120 119 , a )-(d) or If) 

13) K Acknowledgement is made of a claim for foreign priority under 35 U.S.C. § 119(a) (d) or (f). 

a)K All b)D Some* c)0 None of: 

1. □ Certified copies of the priority documents have been received. 

2 □ Certified copies of the priority documents have been received in Application No. 

3. B Copies of the certified copies of the.priority ^ 
application from the International Bureau (PCT Rule 17.Z(a|). 
•See the attached detailed Office action for a list of the certified copies not received. 

1 4) D Acknowledgement is made of a claim for domestic priority under 35 U.S.C. § 1 1 9(e). 
a) □ The translation of the foreign language provisional application has been received 

1 5 ,D Acknowledgement is made of a claim for domestic priority under 35 U.S.C. §§120 and/or 121 . 

TKN-^erence, C*ed (PTO-SS, *> □ »™ <"~"» ^ ^ 

11 „ . n . . , PTn q48) 5) □ Notice of Informal Patent Application (PT0-1 52) 

2) □ Notice of Draftspersons Patent Drawing Review (PTO-948) ' i_j 

3) □ Information Disclosure Statement^) (PTO-1449) Paper No(s). 6) □ Other: 



U S Patent and Trademark Office 
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Office Action Summary 



Part of Paper No. 26 
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DETAILED ACTION 



1 The request filed on 1/14/02 for a Continued Prosecution 
Application (CPA) under 37 CFR 1.53(d) based on parent 
Application No. 09/194,053 is acceptable and a CPA has been 
established. An action on the CPA follows. 

2 Applicant's election of the species IL-13 in the paper filed 
is acknowledged. In view of Applicant's cancellation of Claim 
87, said election has been rendered moot. 

Claims 44-47, 49-51, 53-55, 58, and 60-61 are pending and 
being acted upon. 

3. In view of Applicant's Amendments and Remarks, filed 
11/13/01 and 5/15/02, all previous rejections have been 
withdrawn, thus rendering Applicant's Remarks moot. 

4. The following are new grounds for rejection. 

5. The following is a quotation of the second paragraph of 35 
U . S . C . 112 : 

The specification shall conclude with one or more claims 
particularly pointing out and distinctly claiming the subject 
matter which the applicant regards as his invention. 

6. Claims 44-47, 49-51, 53-55, 58, and 60-61 are rejected under 
35 U S C 112, second paragraph, as being indefinite for failing 
to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. Specifically: 

A) Claims 44 and 55 recite "monocyte derived antigen 
presenting cells (MD-APCs)." MD-APCs are defined in the 
specification at page 6 as macrophages. Thus, the recitation of 
"MD-APCs having been produced by differentiating blood monocytes 
in vitro, in the presence of ligands enhancing the capacity of 
said MD-APCs for MHC-I antigen presentation relative to standard 
macrophages , " and "MD-APCs having a greater capability of 
stimulating proliferation of allogenic lymphocytes relative to 
standard macrophages . " is vague and indefinite as it comprises a 
recitation of a product that has enhanced properties when 
compared to itself, i.e., MD-APCs are macrophages. 

B) Claims 45 and 58 are vague and indefinite in the 
recitation of "a high rate of phagocytic uptake," as a rate can 
only be high in comparison to another rate, and no other rate is 
recited. 
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C) in Claims 50 and 54, "cultured" would properly be 
" CUlt m e ciai m 60 i. indefinite as it depends on canceled Claim 



59 
7. 



The following is a quotation of the first paragraph of 35 

U.S.C. 112: . _ wr itten description of the 

The specification shall contain a writte ^ ^ 

invention, and of the manner aiw y . terms as to enable 

it, in such '^^^S'-SShlSlertSL. or with 
any person skilled in the art to wn f me 

of carrying out his invention. 

/i/i at aq m 53-55 58, and 61 are rejected under 35 

=fon a ft tfme STSS&E STlS. i- a new 

matter rejection. 

The specification and the claims as originally filed do not 
provide support for the invention as now claimed, specifically, 

^ "f'f higher' phagocytic activity (capacity, than m^ 
T.»i a i-ivft to -^"rtard macrophag es," m Claims 44 ana ^ 
ib^rft^ ^t=iS^ ^n 



found 
9 



possession of the claimed invention. 
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skilled m tne arc to P iauu nnrhi** pxnerimentation must 

or extenuation needed to make or use the invention. 

The instant invention is drawn to a previously undescribed 
tvoe of anSgen presenting cell that possesses properties of both 

of the cell of the instant claims, said cell must be consiaerea 

—^i^a ThP qnecif ication, however, fails to aaequatexy 
examples The o s P® c "^f T: in ^ he art how to make the invention of 
disclose to one of skill in tne an. nuw Mn-APCs 
?he instant claims as broadly claimed, or even that the MD APCs 
of the instant claims indeed exist as a single, specific, ceil 
type. 

It is well known in the art that the culturing of monocytes 
with GM-CSF for a time of several days will result in the 
generation of dendritic cells See f ^^ x ^ e ^^ ul ^ r e 
I qci fExamole 1) . It is likely then that tne culture 

disclosed in ?he instant specification comprises a mixture of 
dendritic cells (displaying the superior antigen presentation 
capacity? ana macrophages (displaying the phagocytic capacity) . 

Regarding the guidance or direction provided by the instant 
soecificltion it is noted that the specification comprises a 
Ser of confusing disclosures See for -ample page 5 where 
it is disclosed that only a small percentage of the cells in 
culture need display particular surface ant ^;^ S ^ For 
indicate the presence (or absence) of specific ce 11 types. For 
example only 10% of the cells need express CD14 on their ceii 
SnrfacJ' and only 30% of the claimed cells in a culture need 
possets\?gh phagocytic capacity. It is clear ^en that ^n fis 
disclosure the specification is describing a _^*! d t Se iSrtaSt 
HiffpT .» nt cell tV pes and not the specific cell of the instant 
TlliZ Additionlfdata also indicates a mixed cell culture see 
for example iao?e l, which indicates that after 7 days in culture 
Jess ?han half of the cultured cells comprise the claimed MD-APC. 
On the "her hand, Table 2 indicates that : after 6 days of culture 
>90% of the cultured cells display specific cell surface markers. 
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Thus, it is unclear whether the specification is describing a 
mixed culture or a specific cell type. 

Regarding the other data that might be considered to 
comprisl working examples in support of the MD-APCs of the 
insLnt claims, it is noted that Figure 1 discloses experimental 
results, yet no actual experiment is described (see last 
Daraaraih at page 14) . Table 3 discloses only mixed phagocytic 
llllllT (whicTcould again indicate a mixed cell culture), Table 

isdoses no actual data, and Table 5 is indecipherable as it 
is unclear just what a percentage with a comma in the middle 
r.on,™-i q P q e o 97 6 . Thus , it appears that the instant 
speSficaiio^p^ovides neither sufficient guidance nor sufficient 
working example to support the MD-APCs of the instant claims. 

It is also noted that the claims recite specific limitations 
that the specification cannot support. For example, Claim 44 
recites "MD-APCS which have a higher phagocytic capacity than 
StS dendritic cells," yet the term "mature f^ ite * 
never disclosed in the specification. The claims further recite 
"MD-APCs having a greater capability of stimulating proliferation 
of allogenic lymphocytes relative to standard macrophages , yet 
no demonstration of this unexpected capacity is disclosed. 

Regarding the breadth of the claims, the recitation of MD- 
APCs differentiating «in the presence of ligands enh ^ngthe 
capacity of said MD-APCs for MHC-I antigen presentation relative 
to standard macrophages," would indicate that _ numerous ligands 
are capable of inducing this unexpected capacity. Yet only a 
single combination of histamine and cimetidine is disclosed. 
While the specification lists a number of other chemicals 
assertedly capable of inducing the same unexpected and 
unpredictable effect, absent a showing of said capability, or at 
minimum an explanation of the mechanism by which said chemicals 
would be expected to achieve said capacity, the claim must be 
considered highly unpredictable. Given said unpredictability, it 
must be concluded that the making of the MD-APC of the instant 
claims would require undue experimentation. 

In re Wands, 858 F.2d at 737, 8 USPQ2d at 1404 (Fed Cir. 
1988) indicates that the more unpredictable an area is the more 
specific enablement is necessary in order to satisfy the statute 
In view of the quantity of experimentation necessary, the lack of 
working examples, i.e., a clear demonstration that a specific MD- 
APC cell type actually exists, the unpredictability of the art, 
and the breadth of the claims, it would take undue trials and 
errors to practice the claimed invention. 
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10. No claim is allowed. 

11 Any inquiry concerning this communication or earlier 
communications from the examiner should be directed to Dr. Gerald 
Ewoldt whose telephone number is (703) 308-9805. The examiner 
can normally be reached Monday through Thursday from 8:00 am to 
5-30 pm. A message may be left on the examiner's voice mail 
service If attempts to reach the examiner by telephone are 
unsuccessful, the examiner's supervisor, Christina Chan can be 
reached on (703) 308-3973. Any inquiry of a general nature or 
relating to the status of this application should be directed to 
the Technology Center 1600 receptionist whose telephone number is 
(703) 308-0196. 

Papers related to this application may be submitted to 
Technology Center 1600 by facsimile transmission. Papers should 
be faxed to Technology Center 1600 via the PTO Fax Center located 
in Crystal Mall 1. The faxing of such papers must conform with 
the notice published in the Official Gazette, 1096 OG 30 

(November 15, 1989). The CM1 Fax Center telephone number is 

(703) 305-3014. 




G.R. Ewoldt, Ph.D. 
Patent Examiner 
Technology Center 1600 
July 28, 2002 



